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Still, the early post-PCI period carries substantial risk of thrombotic and bleeding events.

IT IS UNCLEAR WHETHER AN EARLY ASPIRIN-FREE APPROACH IS EFFECTIVE AND SAFE.

BACKGROUND

12-month dual antiplatelet therapy (DAPT) with aspirin + P2Y12 inhibitor is standard for patients 
with acute coronary syndromes (ACS) treated with percutaneous coronary intervention (PCI).

Recent evidence supports shorter DAPT strategies, with withdrawal of 
aspirin after 1-3 months followed by monotherapy with P2Y12 inhibitor.

However, DAPT is associated with increased risk of bleeding.

Byrne et al. Eur Heart J 2023; 44: 3720–3826

Davide Capodanno et al. Circulation 2023;147:1933-1944



OBJECTIVES

NEO-MINDSET, a large-scale, multicenter, randomized trial, including ACS 
patients treated with PCI to determine whether:

Early aspirin-free monotherapy with potent P2Y12i versus DAPT would be:

PRIMARY BLEEDING OUTCOME
SUPERIORITY

PRIMARY ISCHEMIC OUTCOME
NONINFERIORITY
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• Admitted with acute coronary syndrome (STEMI, NSTEMI, UA)

• Successful PCI of all target lesions < 4 days of admission

• Prior ischemic stroke < 30 days

• Major active/recent bleeding, or need for oral anticoagulation, or prior 
intracranial bleeding, or fibrinolytics < 24 h., or bleeding diathesis.

KEY INCLUSION CRITERIA

KEY EXCLUSION CRITERIA

STUDY POPULATION



STUDY DESIGN

DAPT
ASA + Potent P2Y12 inhibitor*

* Prasugrel or ticagrelor were chosen at 
investigator’s discretion before randomization

MONOTHERAPY
Potent P2Y12 inhibitor*

R

1:1

PRIMARY ISCHEMIC OUTCOME (Noninferiority)
All-cause death, MI, stroke, or urgent target vessel revascularization

PRIMARY BLEEDING OUTCOME (Superiority)
Major or clinically relevant nonmajor bleeding (BARC 2, 3, or 5)

Hierarchical

12 months

days < 4

Unblinded
DSMB review

400, 1/3, ½, 3/5, 
and all patients 
with 30-day fup







STUDY POPULATION



BASELINE & PROCEDURAL CHARACTERISTICS

Monotherapy
(n=1712)

DAPT
(n=1698)

Age, y 59.5 (±10.9) 59.8 (±10.7)
Female sex 502 (29.3) 497 (29.3)
Diabetes 459 (26.8) 477 (28.1)
Qualifying index event

STEMI
NSTEMI
Unstable Angina

1058 (61.8)
527 (30.8)
127 (7.4)

1061 (62.5)
512 (30.2)
125 (7.4)

ARC High bleeding risk 339 (19.8) 335 (19.7)
Multivessel coronary artery disease 777 (45.4) 719 (42.3)
Radial access 1465 (85.6) 1445 (85.2)
Treated vessel LAD 1010 (59.2) 999 (59.1)
At least one bifurcation lesion 219 (12.8) 184 (10.8)
Number of implanted stents 1.6 (1.0) 1.6 (1.0)
Days from admission to first PCI 1.0 (1.3) 0.9 (1.0)
Days from admission to randomization 2.3 (1.3) 2.3 (1.0)

Numbers are mean (±SD) or count (%)



ANTIPLATELET TREATMENT

Monotherapy
(n=1712)

DAPT
(n=1698)

Antiplatelet therapy before
randomization

Aspirin 1641 (95.9) 1656 (97.6)
Clopidogrel 1442 (84.3) 1439 (84.8)
Ticagrelor 136 (8.0) 129 (7.6)
Prasugrel 99 (5.8) 98 (5.8)

P2Y12 inhibitor post-randomization
Prasugrel 1192 (69.6) 1172 (69.0)
Ticagrelor 480 (28.0) 501 (29.5)
Other 40 (2.3) 25 (1.5)

Numbers are count (%)



RESULTADOS



All-cause death, MI, stroke, or urgent target vessel revascularization

ISCHEMIC

Monotherapy 7.0%

DAPT
5.5%

Difference, 1.47 percentage points
(95% CI -0.16 to 3.10)

P=0.11 for noninferiority
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Major or Clinically Relevant Bleeding

Monotherapy 2.0%

DAPT 4.9%

No. at risk
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Monotherapy

(n=1712)
DAPT

(n=1698)

Hazard Ratio 

(95% CI)

All-cause death​ 62 (3.6) 50 (3.0) 1.24 (0.85 to 1.79)

Cardiovascular death​ 42 (2.5) 34 (2.0) 1.23 (0.78 to 1.93)

Stroke​ 20 (1.2) 15 (0.9) 1.33 (0.68 to 2.60)

Myocardial infarction​ 45 (2.7) 31 (1.9) 1.45 (0.92 to 2.30)

Definite or probable stent thrombosis​ 12 (0.7) 4 (0.2) 2.99 (0.97 to 9.28)

Urgent target-vessel revascularization 22 (1.3) 12 (0.7) 1.83 (0.90 to 3.69)

BARC Bleeding​

Type 1 to 5​ 75 (4.5) 150 (9.0) 0.49 (0.37 to 0.64)

Type 1​ 45 (2.7) 76 (4.6) 0.58 (0.40 to 0.84)

Type 2​ 21 (1.3) 50 (3.0) 0.41 (0.25 to 0.69)

Type 3​ 11 (0.7) 33 (2.0) 0.33 (0.17 to 0.65)

Type 5​ 1 (0.1) 2 (0.1) 0.50 (0.05 to 5.48)

Net adverse clinical events*​ 145 (8.5) 166 (9.9) 0.86 (0.69 to 1.08)

Numbers are counts (KM estimates)

*All-cause death, MI, stroke, urgent TVR, BARC 2, 3 or 5

12-MONTH SECONDARY OUTCOMES

Numbers are count (% KM estimates)¶ Net adverse clinical events were a composite of death from any cause, myocardial infarction, stroke, urgent target-

vessel revascularization,

or a BARC type 2, 3, or 5 bleeding event.



SUBGROUP 

ANALYSIS

All p-values for 
interaction terms were 

non-significant

Subgroup
ACS presentation

No. of

Patients

Sex

Age

Diabetes mellitus

BMI

Prior MI

Prior CABG

Multivessel PCI

Index PCI

Prior stroke

Prior PAD

P2Y12 inhibitor

Hazard Ratio for Death, MI, Stroke, 

or Urgent Target Vessel 

Revascularization (95% CI)

Multivessel disease

Left main disease

Vascular access

NSTEMI 1039 0.38  (0.18  to  0.80)0.78  (0.45  to  1.33)
STEMI 2119 0.37  (0.22  to  0.61)1.60  (1.14  to  2.24)
Unstable angina 252 0.96  (0.19  to  4.77)1.10  (0.42  to  2.84)

Female 999 0.39  (0.20  to  0.76)1.02  (0.65  to  1.60)
Male 2411 0.40  (0.24  to  0.66)1.46  (1.04  to  2.05)

≥ 70 years 600 0.57  (0.28  to  1.18)1.33  (0.76  to  2.35)
< 70 years 2810 0.33  (0.20  to  0.55)1.27  (0.93  to  1.73)

No 2474 0.34  (0.21  to  0.56)1.47  (1.05  to  2.07)
Yes 936 0.54  (0.27  to  1.08)1.02  (0.65  to  1.60)

≥ 27 kg/m2 1680 0.35  (0.20  to  0.61)1.15  (0.77  to  1.71)
< 27 kg/m2 1715 0.45  (0.25  to  0.81)1.39  (0.96  to  2.02)

No 3077 0.39  (0.26  to  0.60)1.32  (0.98  to  1.78)
Yes 333 0.41  (0.11  to  1.60)1.11  (0.58  to  2.13)

No 3354 0.39  (0.26  to  0.58)1.32  (1.00  to  1.74)
Yes 56 0.90  (0.06  to  14.41)0.45  (0.08  to  2.47)

No 1914 0.40  (0.24  to  0.68)1.33  (0.92  to  1.93)
Yes 1496 0.39  (0.21  to  0.72)1.22  (0.82  to  1.82)

No 3365 0.41  (0.27  to  0.61)1.26  (0.96  to  1.66)
Yes 33 0.00  (0.00  to  30.00)2.92  (0.33  to  26.14)

No 2656 0.42  (0.26  to  0.66)1.23  (0.91  to  1.66)
Yes 741 0.34  (0.15  to  0.75)1.52  (0.79  to  2.91)

Femoral 486 0.29  (0.11  to  0.79)1.41  (0.75  to  2.64)
Radial 2860 0.40  (0.25  to  0.63)1.26  (0.93  to  1.71)

Single 3094 0.38  (0.25  to  0.59)1.36  (1.03  to  1.81)
Staged 313 0.49  (0.15  to  1.60)0.55  (0.19  to  1.62)

No 3353 0.40  (0.27  to  0.61)1.27  (0.97  to  1.67)
Yes 57 0.00  (0.00  to  30.00)2.45  (0.22  to  27.06)

No 3387 0.39  (0.26  to  0.59)1.30  (0.99  to  1.71)
Yes 23 0.50  (0.03  to  7.99)0.00  (0.00  to  30.00)

Prasugrel 2364 0.37  (0.23  to  0.61)1.31  (0.94  to  1.85)
Ticagrelor 981 0.47  (0.23  to  0.96)1.12  (0.70  to  1.78)

Monotherapy Better DAPT Better

0.25 0.5 1 2 4

Monotherapy Better DAPT Better

0.25 0.5 1 2 4

Hazard Ratio for Major or Clinically 

Relevant Nonmajor Bleeding (95% CI)



CONCLUSÃO

•Isquêmicos (morte/IAM/AVC/revasc urgente)

• Monoterapia: 7,0%

• DAPT: 5,5%

• HR 1,28 (IC95% 0,98–1,68) → não atingiu não-inferioridade 

(p=0,11).

• MAIS TROMBOSE DE STENT NA MONOTERAPIA: 12 CASOS VS 4

•Sangramento (BARC 2–5)

• Monoterapia: 2,0%

• DAPT: 4,9%

• HR 0,40 (IC95% 0,26–0,59) → redução absoluta de 3%.



CONCLUSÃO

•A retirada imediata da aspirina aumentou discretamente eventos 

isquêmicos, especialmente nas primeiras semanas pós-PCI (pico de 

trombose subaguda de stent).

•Sangramento reduziu pela metade, mas não foi suficiente para compensar 

o aumento de isquemia.

•Estratégia parece não segura no cenário de SCA, ao menos com retirada 

tão precoce (≤4 dias).

•Confirma o conceito de que o início pós-SCA é um período altamente 

protrombótico, onde a sinergia AAS + P2Y12 ainda é crítica.



ENSAIOS CLÍNICOS



ENSAIOS CLÍNICOS

• TWILIGHT (NEJM 2019) – Em alto risco pós-PCI

• após 3 meses de DAPT, ticagrelor em monoterapia 

• 7119 patients

• End point primário: sangramento clinicamente relevante



ENSAIOS CLÍNICOS

• T-PASS (Circulation 2024) – Em SCA, cessar AAS em <1 mês e 

manter ticagrelor foi não-inferior ao DAPT 12 m 

• 2850 patients with ACS 

• The primary end point was a composite of MACE and major 

bleeding at 1 year after the index. procedure



ENSAIOS CLÍNICOS

• ULTIMATE-DAPT (Lancet 2024) – Após 1 mês de DAPT 

(AAS+ticagrelor), ticagrelor isolado 

• 3505 patients randomly assigned 

• The aim:  if ticagrelor alone could reduce the incidence of 

clinically relevant bleeding events without increase (MACCE). 



DIRETRIZES



DIRETRIZES

1.Sociedade Brasileira de Cardiologia – NSTE-ACS 2021

1. DAPT por 12 meses após evento agudo (Classe I, Nível A), com escolha 

de P2Y12 conforme perfil clínico/risco. 



DIRETRIZES

1.ACC/AHA/ACEP/NAEMSP/SCAI – ACS 2025

1. Padrão: DAPT (AAS + P2Y12) por ≥12 meses na maioria dos pacientes 

com SCA (COR I; LOE A). 
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